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Art Unit: 1657 

The amendment received 1 1/13/08 has been entered and claims 1-17, 23-37 are 
considered here. Note that claim 13 is marked as original but has been amended. 
The amended title and abstract are acceptable. 

Although not claimed, a reading of the specification reveals the point of novelty 
may reside in detecting antibiotics in a sample where different antibiotics to be detected 
have different thresholds of activity, so one can selectively reduce the sensitivity to one 
or more antibiotics to adjust the sensitivity of the assay to specific antibiotics and not to 
others. Some of the presently claimed features are directed to pH either directly or 
indirectly by claiming the buffers. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1 ), (2), and (4) of section 371 (c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AlPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AlPA (pre-AlPA 35 U.S.C. 102(e)). 
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Claims 1-2, 6-7, 9-12, 24-29 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Langeveld. 

Langeveld (6,867,015) entitled "Rapid Microbiological Test for the Detection of 
Antibacterial Compounds" teaches in column 5 lines 5-36, the sensitivity of the test 
organism to specific antibiotics is adjustable by adding certain substances to the culture, 
changing the test conditions such as the pH or concentration of buffering substances or 
altering various ratios of components to increase or decrease the sensitivity. 
Substances that may be added include cysteine for example to diminish the sensitivity 
to penicillins. 

All the features of the claims are taught by Langeveld for the same function as 
claimed. 

Applicant's arguments filed 11/13/08 have been fully considered but they are not 
persuasive. 

Applicants response argues that Langeveld does not suggest that the substance 
used to adjust the test sensitivity can be derived from the species used as the test 
organisms or a different microbial species with sensitivity to the antibiotic to be 
detected. 
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It is the examiner's position that Langeveld teaches cysteine as an example of a 
substance to adjust the sensitivity to the antibiotic and cysteine can be derived or 
extracted from most microbes. Note that when determining MIC of an antibiotic, the 
antibiotic is diluted with an aqueous solution to different concentrations and water can 
be derived or extracted from microbes. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 3-5, 8, 13-17, 23, 30-37 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Langeveld. 

See the teachings of Langeveld above. 
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Claims 3-5, 8, 30-37 differ from Langeveld in that they specify the buffers and pH 
of the culture. Claims 13-17, 23 contain limitations directed to the inhibition reducing 
substance. 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to select buffers and pH ranges because adjusting such basic parameters in 
culturing are standard practice to optimize growth. No function of any of the buffers or 
pH ranges are claimed. 

In view of the teachings of Langeveld directed to selectively reducing the activity 
of antibiotics by adding a substance known to inhibit the desired antibiotic, adding an 
antibody, some binder, a protein, a receptor, a competitor or any such known inhibitor of 
an antibiotic for its known function with the expected result would have been obvious. 
All of the broadly claimed substances are known to inhibit antibiotics. 

Applicant's arguments filed 11/13/08 have been fully considered but they are not 
persuasive. 

See the discussions above. 
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Claims 1-13, 23-37 are rejected under 35 U.S.C. 112, first paragraph, because 
the specification, while being enabling for specific substances to selectively inhibit 
antibiotics, does not reasonably provide enablement for anything which may inhibit any 
antibiotic. The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the invention 
commensurate in scope with these claims. 

In claim 1 the terms "a substance that reduces the culture growth inhibition of the 
antibiotic" lack enablement as it would require one of ordinary skill in this art undue 
experimentation to determine which such substance would work in the instant invention. 

The entire scope of the claims has not been enabled because: 

1 . Quantity of experimentation necessary would be undue because of the large 

proportion of inoperative substances claimed. 

2. Amount of direction or guidance presented is insufficient to predict which substances 
encompassed by the claims would work. 

3. Presence of working examples are only for specific substances and extension to 
other compounds has not been specifically taught or suggested. 

4. The nature of the invention is complex and unpredictable. 

5. State of the prior art indicates that most related substances are not effective for the 
claimed functions. 

6. Level of predictability of the art is very unpredictable. 

7. Breadth of the claims encompasses an innumerable number of substances. 
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8. The level of one of ordinary skill in this art is variable. 

In re Wands, 858 F.2d 731, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988) 

Applicant's arguments filed 1 1/13/08 have been fully considered but they are not 

persuasive. 

Applicants response argues that the amendment to the claims of the substance 
is derived from the bacteria. 

It is the examiner's position that there are many substances that can be derived 
from bacteria from carbon dioxide, oxygen, to water what will adjust the sensitivity to 
antibiotics. As claimed, one of skill in this art would not know what substances would be 
encompassed by the claims as presented. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 2 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Each of the following applies in all occurrences. 

Claim 2 is confusing regarding what extract is added to the culture. 
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Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply Is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action Is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any Inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ralph Gitomer whose telephone number is (571) 272- 
0916. The examiner can normally be reached on Monday - Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached on (571) 272-0925. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Ralph Gitomer/ 

Primary Examiner, Art Unit 1657 
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Art Unit 1657 



